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MHUHHUCTEPCTBO l'lf:OMbly_lJ\EHHOCTI/l U TOPTOBAH
POCCHUHUCKOHU PEAEPALIMHA

3AKJIIOYEHHE
0 COOTBETCTBHH NPOH3BOANTE/ISl (MHOCTPAHHOIO MPOU3BOAHTE )
JIEKAPCTBEHHBIX CPeICTB AJIsl MEAHIIHHCKOI 0 IPHMEeHEeHHs TPeboBaHHAM
ITpaBua HajgIexaLied NPOU3BOACTBEHHOH NPAKTHKH

Ne GMP-0002-000554/20

Yacrs 1

MHHHCTCpCTBO IIPOMBILIJIEHHOCTH U ToproBiau  Poccuiickoii (Deﬂepalmn
[IOATBEPKAAET, 4TO
OTKpBITOE AKIIHOHEPHOE 0011eCTBO
«®PapmcranaapT-yY QUMCKHHA BHTAMHHHBIH 3aBOA»
(OAO «®apmcranaapt-YdpaBUTA»),

>~ﬂf %

o

' OCYHICCTBIIAIOMICTO IIPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB AJIA MEAUITMHCKOI'O

(noHOE U COKpaujeHHoe HAUMEHOBAHUE (NPU HATUYUY) HPOU3EOOUMENS (UHOCIPAHHO20
NpouU3BOOUMENs) NeKAPCMBEHHBIX CPEOCME OISl MEOUWUHCKO20 NPUMECHEHUS)
HaxoJAIErocs 1o ajapecy

4_50077. Pecnybanka bamukoprocrad, 1. Yda, vii. Xyinaiidepauuaa, a. 28,

NPUMEHEHUS 110 aJ|pecy
Kypckas 06u1., r. Kypck, yi. 2-s ArperatHas, a. 1a/18,

[poleN MHCHEKTHPOBAHUE B pPAMKAX JIMLIEH3MOHHOIO K 0J1s1_Ha coburojieHue
JULICH3MOHHBIX TPeOOBaHWI NPU OCYIIECTBJIEHUS JCSTEIbHOCTH 110 IPOU3BOJICTBY
JICKAPCTBEHHBIX CPEJCTB B COOTBETCTBMM C JMIeH3ueH or 25 asrycra 2020 r.
Ne 00071-JIC B COOTBETCTBHHM C 3akoHojaTelbcTBOM Poccuiickoit Dejiepaumu wiu
[polle] HHCIEKTHPOBAHME B YAaCTH PErUCTPAllMOHHOIO(-bIX) YIOCTOBEpeHUs(-uii),
YKa3bIBAIOMIEr0(-MX) POM3BOIMTENCH, PacloOKEHHBIX 3a npejeliamu Poceuiickoit
@ejepanuy, B coorBercTBUM ¢ TpeboBaHuaMu  IIpaBwi  Hamaexamei
NpOH3BOJCTBEHHOH NPAKTHKH, YTBEP)KJICHHBIX INPUKa3oM  MMHHCTEpCTBA
HPOMBIIIIEHHOCTH U TOproeiin Poccuiickoit ®eneparun ot 14 urons 2013 r. Ne 916.
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GMP-0002-000554/20

Ha ocnoBanumu wuHbopManyy, TOJNYYCHHOH B XOJ€ HMHCIEKTUPOBAHUS JIaHHOTO
HIPOM3BOAMTEIIS, 1I0C/IEIHEE U3 KOTOPbIX Obu10 mposeneHo 03/08/2020, 19/08/2020,
21/08/2020. caepyer, uto oH coorBercrByer TpeGoBanusM IlpaBun Hapexameit
[POU3BOJICTBEHHON NPAaKTHKK, YTBEPXKJCHHBIX IIpUKa3oM Munnpomropra Poccuu
ot 14 urons 2013 r. Ne 916.

Hacrosiinee saximoueHue OTpajkaeT CTaTyC COOTBETCTBUS IPOHM3BOJICTBEHHOM
ILUIOIAJKY TIPOM3BOUTENS (MHOCTPAHHOIO MPOW3BOAMTEIIS) JIEKAPCTBEHHBIX CPE/ICTB
JUI MEAMIMHCKOI'O [IPUMEHEHUS HA MOMEHT IPOBE/ICHHUS BHIIICYKA3aHHOM MHCIIEKLIMU
M HE JIOJDKHO BOCIPUHMMATBLCS B KauyecTBe [OKYMEHTa, CBHETEILCTBYIOLIEIO O
CcTaryce COOTBETCTBHA B ciyyae ucreueHuss Oosiee 3 (TpéX) JieT ¢ Jarhl dTOM
WHCHEKIUH.

3aKiroueHue ABIsSETCs JIHCTBYIOIIMM 1pU [IPEJOCTaBIEHUU BCEX €r0 CTPaHHMII
(kak yactu 1, TaKk 1 yacTu 2).

ITojulMHHOCTS  JAHHOIO 3aKIIOUEHUS 1IpOBEpsAeTCsS B peecTpe 3aKiIIOYeHHil o
COOTBETCTBHU  MPOM3BOJMTENEH JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOIO
upumenenns tpeboBanusam IlpaBun Hajuiekaied IPOM3BOACTBEHHOM IPAKTUKH,
pasMelieHHoM  Ha  obuuMajbHOM  calite  http://www.minpromtorg.gov.ru,
http://www.munnpomTopr.po. Ilpy oTcyTcTBUM HACTOSILIErO 3aKIIOYEHHUS B PEECTpe

3aKJIFOYEHUH O COOTBEICTBUM  IPOU3BOJUTENIEH JIEKAPCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOro npumMenenus tpedosanuaMm llpaBun najexaiieil npou3BOACTBEHHOM
1paKTuKy, coobuure B Munnpomropr Poccun.

Hacrosimee 3axmoyeHue HeﬁCTByeT B T€YEHHUE 3 JIET C AaThl OKOHYAHUS HHCIIEKIUH,

C.A. LIpi6
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POCCHHUCKOH PEJAEPALIMHU

: ﬁ GMP-0002-000554/20
el Yacrp 2
‘gle IIpon3BoACTBO M KOHTPOJIL KayecTBa
) :@ I. MPOU3BOACTBEHHBIE OIIEPALIUU - TIEKAPCTBEHHASI
| i NPOAYKLIUSI
’g@ 1. Cmepunvras npooyxkyus
“’:@ O 1. ITpoayKumsi, HPUrOTOBJICHHAS aCCITHYECKUM ITyTeM (onepauuu o6paboTku
A I JUIS CIIEAYIOUIUX JIEKapCTBEHHBIX GOopM):
,QO L] xmaxue nekapcTBeHHBIe (HOpMBI 60IBIIOr0 06beMa
‘)‘l’@ [ sxuzKue JiekapcTBeHHbIE (OPMBI MAIOTO 06BEMA
’il @ L[] aucnepcun
- [ smodbwninusars -
:-}:.:_ ﬁ L] tBepasie ekapcTBeHHbIE POPMBI M UMILIAHTATHI ' %
Tl [] mMsirkue JiekapcTBEHHBIE (HOPMBI o
‘; L] mpouas mpoxykuust ¥
2 L1 2. ITpoaykiwus, moaBepraromascs GUHUIHON Crepriin3aium (onepauyuu ‘ﬁ
- 06paboTKu IS CIEAYIONHMX JIEKAPCTBEHHBIX (POPM): ?
L] sxuxue sekapcrBeHHble HopMbl 60JIBIIOI0 00BeMa 3
‘ L] sxuakue ekapcTBeHHbIE (OPMBI MAJIOro 06beMa z
5 ] TBepbie ieKkapcTBEHHBIE (POPMBI M UMILIAHTATHI 7
R L] msarkue nexapcTBeHHbIe HOPMBI g
55 L] npouast npojtyKius, JeKapCTBeHHbIE HOPMBI %
2 [ 3. Beinyckarouuii KOHTPOJIb KayecTBa N
2 2. Hecmepunvhan npooykuus S
= 1. Hecrepuabnas npoaykuus (onepauuu oOpaboTKy JUst CIIeyOIIHX =
'!'., | siexapcTBeHnBIX hopM): - (Ml
%} G [] kancyssl B TBEpA0Oi 060104Ke 3 g
. g@ L1 kancyssl B MArKoii 0605104Ke .
\ .%‘ L] sxeBaTelbHbIE JIEKAPCTBEHHBIE HOPMBI i (
5 8 [ uMIpernupoBanHbIe JIEKAPCTBEHHBIE (OPMBbI \
b 'Qﬁ L] »xuKue 1ekapcTBEHHbBIE GOPMBI JUIsl HAPYKHOT'O IPUMEHEHHS % L
\ .:ﬁ L] sxpue jgekapcTBeHHbIE (OPMBI Ul BHYTPEHHET 0 NPAMEHEHuUS : <‘
o gﬁ (] MeauIMHCKHE Ia3hl 4 ’
5| L L] npoune TBep/ibIE JIeKapCTBEHHbBIE (GOPMBbI l
: npenapaTthl, HAXOASILIHECH 0] AABJIEHHEM o vy, oy L) <§
L] renepaTopsl paHOHYKIHJIOB B all
[ markue jiekapCTBEHHBIE (OPMbI e ‘; a
[] cBeun (cymnmosuropun) Wil
[J rabnerku < §
L[] tpancaepmasibHbIE IU1ACTHIPH : s

CTpaHuua3 us 7 0007336
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L] yerpoiicTsa JUisi MHTPapyMUHAJILHOIO (BHYTpUPYOLI0BOI0) BBEICHHUS
L1 npouas npojykuusi, JiekapcTBEHHbIE HOPMBI

2. Beinyckaouui KOHTPO/b Ka4ecTBa
3. buonozuieckas nexapcmeenHas npooyKyus
L] 1. buosorunyeckast JieKapcTBEHHAs IPOAYKLMS:

L] nipogyKThl KpOBU

L] umMMyHosOrHYecKas poyKius

[] 1poj1yKThl Ha OCHOBE COMAaTHUECKHUX KIIETOK

L] renorepaneBTHYECKUE NPOIYKTHI

L] 11poiyKThl TKAHEBOH MHKEHEPHU

L[] buorexHojioruyecKas npoayKLus

L] mpoiyKThl, SKCTPArupOBAHHbBIE U3 KUBOTHBIX MCTOYHUKOB WU OPraHOB
(TKaHel) yenoBeka

L] npouast npotyKiius

R o )

D D0 JRNY TR <R ool

L o

[ 2. Beiyckaroiuii KOHTpoJib KauecTBa (11epeYeHb THUIIOB IPOJIyKIUH):

J
B A . Tt :mmnw

[l npoiyKThl KPOBH

[] uMMyHOJIOrHUecKast POy KLIMsI

L] npoayKThl Ha OCHOBE COMaTHUECKHX KIIETOK

L] reHoTEpanieBTHYECKHE IIPOIYKTHI

L] nmpoaykThl TKAHEBOH HHIKEHEPHH

[l 6uoTexHosoruyeckas npoyKiusi

L] npoayKThl, YKCTParupOBaHHBIE U3 )KUBOTHBIX UCTOYHUKOB MJIM OPIaHOB
(TKaHEH) yeoBeKa

L] npouast npoaykuus
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4. llpouas npodyKuusa uiu npou3600CmeeHHAaAsA 0eamebHOCmb
L] 1. IlpousBojactBo:
L] pactuTesbHOM NPOAYKIMU
L] romeonarnyeckoii npoayKuuu
L] npouas npoaykius
L] 2. Crepunm3anius aKTUBHBIX BEHIECTB, BCIIOMOTaTe/IbHBIX BEIIIECTB, TOTOBOM
HPOAYKIIHH:

C.A. b6
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POCCHHUCKOH PEJAEPALIUU

GMP-0002-000554/20

L1 dunsTparms

L1 cyxoxapoBas crepujiu3anus

[] crepunm3anus napom

L] xumuueckas crepuiInsalms

L] CTCpHJIM3alkA raMMa-ru3J1ydCHUCM

L] crepuin3anust 2J€KTPOHHBIM H3JTYYEHHEM.

L1 3. Ilpouee

4. llepBuunas (BHYTPeHHSsIsI) YIAKOBKA:

] xanicynsl B TBep/I0ii 060510UKe

] xarcysibsl B MATKO#M 0005109Ke

L sxeBaTelbHbIE J1€KAPCTBEHHBIE (OPMBI

L] uMuperaupoBaHHbie JIeKapCTBEHHbIE HOPMBI

L] >xuyikue iexapcTBeHHbIe (GOPMBI ISl HAPYIKHOT'O PUMEHEHUSI

L[] >xuzkue siekapcTBEHHBIC (POPMBI JIJIsi BHYTPEHHETO TIPUMEHEHUS!

] MCHUIIMHCKHEC I'a3bl

[ npouue TBep/ibie JeKAPCTBEHHBIE (HOPMBI

npenapartbi, HAX0AsIIHeCH MO/ 1aBJIeHHEeM

L] renepaTopsl painOHyKJIHI0B

[ msarkue jiekapcTBeHHBIE (OPMBI

L] cBeun (cynmo3uropun)

B TR iy I, e

] tabnerxu

L] rpanciepMaibHbI€ IIACTHIPH

L1 yerpoiicTBa Ui MHTpapyMHUHAIBHOTO (BHY TPUPYOIIOBOI0) BBEICHUS

L] mpouast ipoiyKuusi, ieKapCTBeHHbIE GOPMBI

X 5. Bropuunas (noTpefHTeIbLCKAN) YIAKOBKA

6. Boimyckawmuii KOHTPOJIb Ka4ecTBa

(] 7. MukpoOHOJIOrHY€eCKOe TECTUPOBAHKE: CTEPHIBLHOCTD

8. Mukpobnoornueckoe TECTHPOBAHHE: HECTEPHIBHOCTh

X 9. Xumugeckoe (pu3ugecKoe) TECTHPOBAHUE

1 10. Buonoruyeckoe TecTupoBaHue

11. KOHTPOJIb KAYECTBA IIPU UMIIOPTE JIEKAPCTBEHHOM
NPOAYKLIUH

L1 1. KoHTpoib KauecTBa MMIIOPTUPYEMO#i JIEKapCTBEHHOM IPOAYKIMH:
L1 Muxpobuenoruyeckoe TeCTUPOBAHHE: CTEPHIBHOCTD :

L1 MEKpo6HOIOTHYECKOE TECTHPOBAHHUE: HECTEPHIIBHOCTD

0] xummueckoe (hu3nyecKoe) TeCTHPOBAHHE

L] 6uonoruueckoe TeCTUPOBAHUE

[ 2. BeimycKaiomuii KOHTPOJIb (CepTudUKaius cepuii) UMIOPTHPYEMOH

NPOAYKIIMH

Crpanuua 5 u3z 7 0007337
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L CrepuibHas npoayKius:

[ HPOAYKIIMA, IPUTOTOBJICHHAS aCCIITUYCCKHUM IIYyTEM

[ npoaykuusi, noasepraronuiascs GUHULIHON CTEpHIN3ALNY

L] HecrepuiibHast npo a1y Kius

L] buostoruueckas jieKapcTBEHHAS NPOyKIHS:

L] mpojykrsl KpoBu

B 0L

L] uMMyHOJIOTHYeCKast TPOAYKLMsI

L] ipo/iyKThl Ha OCHOBE COMATHUYECKUX KIIETOK

L] renorepanieBTHyecKue NPOIYKThI

L] npoiyKThl TKaHEBOH MHKEHEPUH

L] 6uorexHomornyeckas npoyKius

L] npotyKThl, SKCTPArupOBaHHbIE U3 KUBOTHBIX HCTOYHHKOB HIIM OPraHOB
(TKaHeH) yenoBeKa

L] npouast npoayKius

[J 3. Ilpoyas 1esTebHOCTD 110 UMIIOPTY (BBO3Y):

L] mnomaka hu3nyeckoro uMiopra (BBo3a)

L] uMnopt npoMEKYTOYHOTO TNPOAYKTa, IOABEPralomerocs aibHeimei
o0Opaborke

L] npouee

C.A. lp10
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Orpaﬂnqemm WKW ITOACHHUTCIIBHBIC 3aMCTKH, KaCaroumuec:ia obnacru HPHUMCHCHHM:A

POCCHHCKOH ®E/JEPALIMU
GMP-0002-000554/20
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MHUHHUCTEPCTBO INPOMBILUAEHHOCTH H TOPTOBAH

M\Lh’
K

ceprutuxara:
IlepeyeHp JIEKAPCTBEHHBIX CPEACTB, B OTHOIIEHHMH KOTOPOI'O  IPOMU3BOAHIOCH
MHCIICKTHPOBAHHE:
MesxtyHapoaHoe
Z HEIIaTeHTOBAaHHOE 3
HaUMEHOBaHUE UIIH JlexapcTBeHHas
Taprosoe IIIMPOBOYHOE (XMMUYecKoe) | (opma, 103UpoBKa
HaUMEHOBaHHE - it PME. GoiP

HAaUMEHOBAHHUE JIEKAPCTBEHHOTO
npemnapara/gapMaleBTHUECKON
cybcTaHum

(eciu IPUMEHUMO)

Bce craauu (BKIIIOYast BhITYCKAIOMIMI KOHTPOJIb KauecTBa)

Cannbyramou-
®apmcrangapt BU

CannbyTamour

a’po3oib IS
HHTaISAIHi
JI03UPOBAHHBIH,
100 mkr/noza

— e

C.A. 10
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